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Overview

» State of the Standards

- Brief Pedigree Overview

— Structure
— Business Scenarios

- Pedigree Review Follow-Up ltems
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Tag Data Standard

Track & Trace

Supply Chain Integrity

Serialization
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Tag Data Standard

Item Level Tagging

digree Messaging Std




Standards Update

Track & Trace

Supply Chain Integrity

Serialization

ltem Level Tagging

digree Messaging Std




Post-Ratification Activities
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<Accenture

*Acsis

-Ahold USA

*Alcon Labs

-Amerisource Bergen Corp.
Axway

-BEA Systems BMS
-Boeing

-Cardinal Health

-Cerfidia

-Cognizant Technology
Solutions

<DHL, DHL Express
-Gedas Deutschland GmbH

«Glaxo Smith Kline
*GlobeRanger
*HDMA

*Hewlett Packard
<High Tech Aid
*|TRI

«Japan Telecom Co., Ltd.
-Johnson & Johnson,

«Mallinckrodt/Tyco Healthcare

McKesson
*NCR
-NEC Corporation

-Novartis Pharmaceuticals Corp.

P&G

14

*Philips Corporation
«Polaris Networks
-Raining Data Corporation
*rfXcel Corp.

*Savi Technology

-Stora Enso NBI
*SupplyScape
+ThingMagic Inc.
-TIBCO Software

«Track IT RFID Solutions
*Tyco Healthcare

UPS SCS

*Unisys

-Verify Brand, Inc.
VeriSign

«Walgreen Co

‘Wipro
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What is pedigree?

A pedigree is a documented history of the chain of custody and/or the financial ownership of a
prescription drug. Specific legislative requirements vary from state to state, but in general there
are two types of information contained on the pedigree:

_  Static information about the drug - name, dosage strength, expiration date, lot #, elc.

— The previous history of the drug - business name, date of transaction, receiving person, etc.

Pedigree legislation implies that distributors and retailers will be required to maintain an
‘association between the pedigree document and the physical product.

alifornia Pedigree laws prohibits a DC or pharmacy from acquiring, selling, trading, or
ransferring a drug in that state without the accompanying pedigree. Failure to comply
ould result in administrative fines, revocation of license and/or criminal prosecution.




Pedigree
quirements & Data Structure




Pedigree Format Requirements

Support for one pedigree for each individual item

- Support for a collection of items sharing the same product information
(same NDC, different Lots, same chain of custody) expressed on the
same pedigree

- Pedigrees for both mmﬂm:nmg and non-serialized items

- Representation of vm%m&mm in a portable format that can be transmitted
electronically or via media

—  Exchange using existing business transfer mechanisms (e.g., EDI VAN, EDI INT AS2
FTP, SOAP, etc.)
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Pedigree Creation Requirements

Pedigree initiated by manufacturer

- Pedigree initiated by wholesaler
_  With transaction information for the first wholesale distribution

—  With authentication m.ﬂﬁmnrgm:” to facilitate authentication by .
downstream trading partners (e.g., EDI ASN)

- Pedigree initiated by repacker for a repackaged product

- Pedigree initiated by a subsequent trading partner
— From received pedigree for next sale, transfer, or return

— From alternate representation of pedigree (e.g., scanned paper pedigree,
PDF, X.12 documents, etc.)
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Core Pedigree Elements

‘Documentlnfo.

;;_Oo:ﬂm_:m an _Qm:ﬁ_mﬁ ﬁo_‘ H:m nmaﬁ: e QonEsmE

Productinfo

., Detailed- _Eﬁoﬂsmro: m&ocﬂ Em nﬁoacoﬁ that *m ﬁrm mcgmoﬁ Qn the vma@dm mcor as.
S nﬁoa:oﬁ name, m.ﬁm:@«% aomm@m form, mﬁo

; m.m,w:_.:mo, :

‘V._am:i_mm the ﬁE\m_om_ :mBAmv mmmonHm <<;: m Uma_m_.mm U< uoﬁ :cBUmq mxn:m.:o:uamﬁmw .
[ o n:m:g.Q, of units,. m:a _83 mm:m_ :cBUmqm : . :

, Eﬁo:jmﬁ_o: mcocﬁ‘m :m:mmoﬂ_oz in <<:_o_._ oé:maj_

Transactionlnfo 1€
e _chain partner o ; another, including information

of Mrm amB passes ?03 one mcu_u;\"
ut the sender, recipient, ccm_:mmm,m:a:
m:a :m:mmo:o: amﬁm ; :

alternate m:_nu_:@ mq%mmmmm \:,m:mmo:o: _am:z

Receivinginfo

- e ..,.:,oEa,m.w io.::mmo?mco& ﬁ:mﬁmnm_nﬂ of items mmm‘«o,,ommﬁma with a pedigree.

,,_mm;m:m,n:ﬂmw ;

_ _,;,__mxcﬂmmmmmaﬁ;m_ ‘ : ing
| about the digital signature, algorithms used
certificate _mm:mnm m,:a. Emgmmmm@m am@mmﬁ

| ,.amom,_s:@.,omn_zomco:m. _‘:o_camm Sﬁogmro:;

_@:m.ﬁcﬂmﬁoﬁm:ﬁ?:@.w , eruncat : , ;
,Uaum&mm of the certificate, nﬁonm:_mm_oﬁwﬁ:mm

20




ShippedPedigree

ReceivedPedigree

InitialPedigree

=l m&mo:ﬁ:m:ﬁ _:*oﬂ:,_mro:ﬁ it ﬁma_@qmm is _:_rmﬁma by éjo_mmm_mﬂ

, ,ﬂ:_m m_mBm:w.m,m_mo used to ﬂmnﬂmwm:ﬂ 5@. conversion of a uma_@ﬂmm in ,m:oﬁ:mﬁ ﬁo:s..ﬂo
this nma_@am format, such as a scanned or m:mﬁ:mﬁm _‘mnﬁmmm:ﬂmao: omm,ﬁma_mﬂmm ﬁ:mﬂ_;,
) B_uﬂmmmzﬂm Em n:oﬂ o:m_: oﬁ ocmﬁoau\ dﬂo_, the Uﬁoacoﬂ

mm@mwxmmmam%a%an:




301BIpad ‘pémmu!\gaj n;aéénuéw

asusiaju]

sainjeubig o1uo0i108|g

uoljezijelias |sAs] wisy|

piepuels aalbipad Jo ma



lainjoejnuely

.IG|BS6|0L|N\ES; =

L
Pyl
% ‘_&3
5)‘-’.‘; ‘a‘.L.)é
g
$n
ff' )
GENENY
R 7
el

é’.ﬁa‘-‘-‘«'

sz

# éf"”

Ve
BEREEY
e

pad pase

259461

it £
2oy
ey

el



The basic components of a pedigree are shown in the
following figure. The components in an actual pedigree
depend on the specific business situation in which it is
used (e.g., pedigree initiated by manufacturer, pedigree
initiated by wholesaler, pedigree for repackaged item,

etc.).




s @

pedigree

receivedPedigree id="ReceivedPed-2"

documentinfo

pedigree

shippedPedigree id= ..m:_unmq_uma 2"

documentinfo

pedigree

receivedPedigree ld= ﬁmnmzmanma ﬁ

documentinfo

pedigree

shippedPedigree Id= am:_numa_uma -17

docmentinfo

initialPedigree
serialNumber:

o productinfo

) iteminfo

iteminfo

transactioninfo
senderinfo
recipientinfo.
transactionldentifier

signatureinfo j
Signature (Manuf. m.m:m wrﬁnmaﬁma =1
receivinginfo
 signaturelnfo
n_w:m::m (Wholesaler m_m:m mmomZmaﬂwa -1)
iteminfo .,
transactioninfo

senderinfo

recipientinfo
fransactionldentifier

_signaturelnfo i
" Signature (Wholesaler m_m:m” mrﬁuwawma mv
receivinginfo o
g signatureinfo

Signature (Retailer Signs: ReceivedPed-2)




onents for
Specific Business Situati
(non-normative)

A pedigree and data components within the pedigree may take
one of several forms depending on the context of how the
pedigree was created or received (e.g., manufacturer initiated
pedigree, wholesaler initiated pedigree, pedigree for repackaged
item, conversion of alternate pedigree, etc.). The table below
provides a non exhaustive list of use cases and the

corresponding form a pedigree component may take for each of
these use cases.




Sample Pedigree Forms

nma_mwmm

. _,.,,m.o mn_uma_mqmm _a ﬁmomzma_uma x_
| documentinfo
 serialNumber
<m«m_o:

. o _,@,.,wmn_m_.mm e i e o
Signed manufacturer 1 %_%m%&aam a,u“,wm;%m%&w :
ﬁmﬂwm@ﬂmm b docmentinfo

mm:m_z:acmw
o , : version
(initiated by manufacturer, after initialPedigree
the wholesale distribution, ma_w_z:_awmq

. ; . . roductinfo
signed by both manufacturer mmws_ao
and wholesaler) iteminfo

e transactioninfo

3825@53
~_signaturelnfo :
~Signature (Wholesaler mm@:m mmom_ mn:umalv:

)1 mv@_%m_

27




, tmn_mqmm

L wmoo_e.manma_m«mm _a ,,mmomzmammﬁciuma M._
, non:Bm:::? S N

mm_mnmm

; m:_ﬁwmn_uma_mqmm a ,_m:ﬁtmammﬁcﬁ%ma o
|| doc :Bm:::mo

Umn_mﬁmm

i qmnmzmm_,uma_mam id= mmomzma_uma
: aon:szns*o L ;

vmn:mnmm o e
En mr_vumnvmm_mam _quamznmmawmamﬁ,
docmentinfo .

Pedigree with return
transaction

(initiated by manufacturer, : sl Aol
received and signed inbound bbb s e
by wholesaler, return bbbt E:MMH_MW
transaction applied by  recipientinfo
wholesaler for manufacturer
return and signed outbound,

,,,_q»a.m_wwmo,i%:ﬁ_ﬂ, :
received and signed inbound

Uw\ ENDC%mﬂﬂC_.m_»v , o % wm@:mE_. Aé,:o_mmm*mﬁm,ﬁu eceivedPed-1)
. : e I - jteminfo A T
»_.m:mmﬁ_o:_:?
mmgam«_:ﬁo ;
nmn_v_m:z:*o v ;
Qm:mmnaoz_am::zmw

m_m:m»:wm_:mo

'Signature A<<:o mmm_mﬂ m,m:m m:wnnmammﬂcﬂ:vma;mvw,.
qmno.S:m_:? : : i i
m_mzmwcqm_:*o :

m_m:mr:m Agm::ﬁ m_@:m mmomZmammES,uma -2)




Partial Receipt of Products
against Pedigree

The partial receipt of product
against pedigree is described for a
sale from a manufacturerto a
wholesaler, when the manufacturer
initiates the pedigree. The
wholesaler receives the products
in two partial shipments and
updates each partial receipt
against the original pedigree,
resulting in a new received
pedigree for each partial receipt.

uma_m:mm

mr.uvma_uma_mnmm Es
docmentlnfo '

d:inmavma -1"

| [initiaiPedigree

First receipt for 756

Second receipt for 25

pedigree
X qmnmEmQ vma_m_.

- nma_m_.mm -
) mzﬁum&uma_mam _an.m:_uuma_uma.; 5

n:m:n_i ADQ m:ﬁuma .ES

qm:mmﬂ_o:_:«o

»wmnmmnnwma_ﬁmzmmmmw

: m_m:mﬁc_‘m_:mo , . o o
mézm:_a Em::« m_m:m. m:_unmavma -1).
30@25@53

ot
n_amzﬂq ADQ mmomzma .\mv
wgu:m"cqmiao
“ Signature (Wholesale ﬂm_m:m mmnm_chVma “mv .

uma_uqmm

amnm_<ma_uma_mqmm ld= ﬁmnmz_ua_uma b7
- documentinfo
E nmn_@nmm :
. , mr_uquVmu,mamw_n =m:6ﬁmanmaL
docmentinfo
initialPedigree
serialNumber
< productinfo.
#.m_d_:mcg
iteminfo
. lot
quarntity, ADQ m?nnma 38
“transactioninfo
“senderinfo
recipientl fo .
- «Qm:mmn:o:_n_m:»:.m_.

L wﬁ:ma,.m_:mom, SRR
_ Signature (Manuf. Signs: ShippedRéd-1)
- receivinglnfo etk
awmmmmnm:«ma
iteminfo
; w,On LT ; L
quantity (Qty received: 25).
signaturelnfo

B Signature (Wholesaler Signs: ReceivedPed-1 E.




Sample Pedigree Forms

Uma_m_.mm

aoncﬁmsz:ﬁo .
Lt ek nmnmmqmm . B : 5
e D m::ovm&uma_@_.om Id= _.mjﬁvmavma EE
AR ‘docmentinfo -

: _:_rm_vma‘_m:‘mm
serialNumber
productinfo

Pedigree Flow for a Manufacturer-
initiated Drop Ship

The pedigree flow is described for a drop
ship transaction brokered by wholesaler,

“where pharmacy purchases the product fro iteminfo
the wholesaler, but the manufacturer ships :m:__:wmn ‘
the product directly to the pharmacy. In this :mzmmo:o:_:g
scenario, the manufacturer initiates the start : mm:am::?

of ﬁ:mn«ov ship pedigree documenting the .
sales transaction from the manufacturer to
ﬂ:mkirommmm_m« with the shipping information
indicating the direct shipment to the
pharmacy. The wholesaler adds only the
second part of the drop ship transaction to-
the wm&m«mm documenting the sales
transaction from the wholesaler to the
pharmacy.

o qmo_v_m:ﬂ_:*oa \msi
. ?m:mmoﬁ_o:_am:_ m_.

m_@:m»ca_:? :
m_m:mr:‘m Qsm.:c,ﬂ m@:m wj_numavmg :
:,mzmmoro:_:mo : .
mm:amlz?
wma_ﬁ—m:mzmo
?m:wmoﬂmo:_ams::mq

] w_m:mﬂ:_\m_:? : L ,
g m_m:mﬁ:_‘m (Wholesaler Signs: mjﬁum&u a(wv.,,;.“
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) Pedigree Trace Scenarios

Scenario 1: This scenario depicts the pedigree flow for the sale of a serialized product from a
manufacturer to a wholesaler, when the manufacturer initiates the pedigree. The wholesaler then sells
and ships one of the product items to a pharmacy DC.

Not Applicable
in California

Not Applicable
_ inCalifornia -

Scenario 4: The pedigree flow is described for a sale from a repacker to a wholesaler, where the
repacker initiates the pedigree for a repackaged item. The repack pedigree contains the pedigree for the
source product used to create the repack products

Scenario 5: This scenario depicts the kitting of several products and the subsequent sale from a kit
manufacturer to a wholesaler.

Scenario 6: This scenario depicts the partial receipt of product for sale from a manufacturer to a
wholesaler, when the manufacturer initiates the pedigree. It then includes another transaction from one
wholesaler to another, which depicts the receipt of a pedigree without signing the pedigree on inbound
receipt. The pedigree is subsequently signed on the next outbound transaction to the retail pharmacy.
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Pedigree Track Scenarios

The following are “Track” Scenarios and are not supported by the current
Pedigree standard.

-\ *Scenario 8: This scenario depicts the ability for a company to identify the location of all the units of a
orted by \yarticylar NDC/lot or a particular EPC at downstream trading partners that they have sold product to in
+>ranfel? order to support faster recalls.

-Scenario 9: This scenario depicts the ability for a company to see the aggregate inventory levels and
Sproduct movement of all of a particular NDC/lot at downstream trading partners that they have sold
~/ product to in order to support more effective forecasting & replenishment.

EPCglobal
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from California Board of Pharmacy
‘ Pedigree review meeting
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Pedigree Review Follow-up

Unit Dose Serialization

Partial Shipments

Drop Shipments

Signature and Certification of in-bound shipments

Return of saleable product to Mfgr by Whisr and later resold by Mfg.
Pedigree status for intra-company transfers into CA.

Voided Pedigrees

co N O ks W N

Inference

- 1 mmmm_cg_%@




Standard
Planned Web Seminars:

— April 16 at  9:00 am Eastern
_ April 24 at 11:00 am Eastern
— May 9at 2:00 pm Eastern
— May 15 at 2:00 pm Eastern

To register for a Web Seminar, please noimoﬂ
Bob Celeste at:
?mmmmwm@ epcglobalna.org
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Drug
Pedigree

Physical Marking Carrier=
(RFID, 2D Barcode,
Linear Barcode)

Product
Serialization

Product Identification (EPC)
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o

-Pedigree: The document, electronic or paper, which

" Pedigree .

n‘:m.‘_ﬂmaam
pNDCRI
; Manufaclurer

 Wholesaler

The HEADER
identifies the
EPC version

number, enabling

different types
and future

revisions of EPC

communicates the custody history for a particular
medication.

-Serialization: A unique number assigned and
affixed to a particular unit of item. Used to identify the
particular bottle.

company

The EPC MANAGER i
the rame of the
snierprise, typically

maintaining the Object
Class and Seral Number

-EPC: Electronic Product Code — A globally and
multi-industry acceptable identifier standardized by
EPCglobal used to serialize items in many supply

chains around the world.

«RFID: The technology that can carry an EPC. Made

up of a tag (computer chip), antennaey
41
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The Future of Pedigree

. Continued use of the Pedigree Messaging Standard

« Investigating the use of the EPCglobal Network
architecture to provide “Pedigree on Demand”

Track and Trace Data

Mariufacturer Wholssaler ; Retailer






